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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ TUS-A300/400/500 (v2.0)

510(k) Summary
0CT - 4 20
Submitter’s Name:  Toshiba America Medical Systems, Inc.
Address: PO Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Preparation Date: ‘September 30, 2011

Device Proprietary Name: Diagnostic Ultrasound System
Aplio 500 Model TUS-A500 Version 2.0
Aplio 400 Model TUS-A400 Version 2.0
Aplio 300 Model TUS-A300 Version 2.0

Common Name: Diagnostic Ultrasound System

Classification:

* Regulatory Class: 11

s Review Category: Tier Il :

* Ultrasonic Pulsed Doppler Imaging System — Product Code: 90-1YN
[Fed. Reg. No.: 892.1550]

s Ultrasonic Pulsed Echo Imaging System — Product Code: 90-1YO
[Fed. Reg. No.: 892.1560]

+ Diagnostic Ultrasonic Transducer — Product Code: 90-ITX
[Fed. Reg. No.: 8§92.1570]

Identification of Predicate Devices:
Toshiba America Medical Systems believes that this device is substantially equivalent to:

* K103645 - Toshiba Diagnostic System Aplio XG SSA-790A v5.2
¢ K090158 - Toshiba Diagnostic Ultrasound system Aplio Artida SSH-880A v2.0
*  K092271 - General Electric LOGIC E.9 Ultrasound System

Device Description:

The Aplio 500/400/300 system is a mobile ultrasound system. It is a Track 3 device that employs a wide
array of probes that include flat linear array, convex linear array, and sector array with a frequency range
of approximately 2 MHz to 12 MHz. The Aplio 500/400/300 is designed to support a wide range of
applications depending on which software is installed. The system can be a dedicated system or a general
purpose system.

Intended Use: .

The system is intended to be used for the following type of studies; fetal, abdominal, intraoperative,
pediatric, small organs, neonatal cephalic, adult cephalic, cardiac, transrectal, transvaginal,
transesophageal, peripheral vascular and musculo-skeletal (both conventional and superficial).

Declaration of Conformity:

This device is designed and manufactured in conjunction with the Quality System Regulation, IEC
60601-1 (applicable portions), IEC 60601-1-1 (applicable portion), IEC 60601-1-2 (applicable portion),
IEC 60601-1-4 (applicable portion), IEC60601-2-37 (applicable portions), IEC 62304 (applicable portion)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
: Aplio™ TUS-A300/400/500 (v2.0)

and the AIUM-NEMA UD?2 Output Measurement Standard as applied to Track 3 Ultrasound systems and
the AIUM-NEMA UD3 Output Display Standard.

Testing has been conducted per the following standards:

+ [EC60601-1-1
¢ [EC60601-1

s |EC 60601-2-37
s IEC60601-1-4
e [EC62304




(d DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Mr. Paul Biggins

Director, Regulatory Affairs

Toshiba America Medical Systems, Inc.
2441 Michelle Drive

TUSTIN CA 92780

T -4 A
nCt ~4 ¢

Re: K110870
Trade/Device Name: Aplio TUS-A500/A400/A300 (v2.0) Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1l
Product Code: YO, IYN, and I'TX
Dated: August 10, 2011
Received: August 11, 2011

Dear Mr. Biggins:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactiment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalencé applies to the following transducers intended for
use with the Aplio TUS-A500/A400/A300 (v2.0) Diagnostic Ultrasound System, as described in

your premarket notification:

Transducer Model Number

PLT-12028 PST-25BT PVT-674BT
PLT-1204BT PST-30BT PVT-675MV
PLT-1204BX PVT-3758T PVT-681MV
PLT-1204MV PVT-375MV PLT-712BT
PET-510MB PVT-382BT PLT-745BTV

PC-20M PVT-382MV PLT-704BT
PC-50M PVT-661VT PLT-805AT



If your device is classified (see above) into either class 11 {Special Controls) or class [ (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the ¢lectronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 1 5809.htm for
the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

htep:/fwww fda.gov/Medical Devices/Satety/ReportaProblem/default. htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at
(301) 796-6524.

Sincerely Yours,

S/

Mary S. Pastel, Sc.D.

Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)




Toshiba America Medical Systems, [nc. 510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0)

5100<) Number (if knowny: (K (108 10

Device Name: Aplioc TUS-A500/A400/A300 (v2.0) Diagnostic Ultrasound System

Indications for Use:

The Aplio TUS-A500/A400/A300 (v2.0) Diagnostic Ultrasound System is indicated for the visualization of
structures, and dynamic processes with the human body using ultrasound and to provide image information
for diagnosis in the following clinical applications: fetal, abdominal, pediatric, small organs, trans-vaginal,
neonatal cephalic, adult cephalic, cardiac, peripheral vascular, transesophageal, and musculo-skeletal (both
conventional and superficial).

Prescription Use AND/OR Over-the Counter Use
(Part 21 CFR 801 Subpart D} (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)

{Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Uy SIS

(Diyfsion Sign-Of)
Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K V\\\ Q% 10
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0)

System: Aplio TUS-A500/A400/A300 v2.0
Transducer:

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicaﬁion {Made of Operation

Specific B{M PWD!CWD Color {Combined| THI {Dynamic} Power { CHRI | 4D Other
(Tracks 3) Doppler (Spefify) Flow 2D : [Note]
Ophthalmic
Fetal N{N| N N N 2 NJ|] N 1 N | N 5,7
ifAbdominal N|{N| N N N 2,3 N N N N 57,12
ifintra-operative (Abdominal) |N | N | N N 2 N | N N 45
Intra-operative {(Neuro) .
Laparoscopic )
Pediatric* INININGN N . W23 N LN N N T2
[Small Organ (Note 1) INININ .. N 2, N N LN 143,671
Neonatal Cephalic NINJ{N N N 3 N N N
Adult Cephalic Ni{N| N N N 3 N N N § o
Trans-rectal N i N _ N N 2 N N N N 4,57.11
Trans-vaginal Ni{N]J|N N 2 N N N N 4,57
Trans-urelhral
Trans-esoph. (non-Card.}
Musculo-skeletal 5 N 456711

(Conventional)

Musculo-skeletal (Superficial) | N | N | N N | 2 N N N || Jase7n

Intravascular

Other (Specify)

{iCardiac Adult NINI|N N N 3 N N N | N1 4
fiCardiac Pediatric N{NJ|NI{N N 3 N N N |{N 4
Intravascular (Cardiac) B
Trans-esoph. (Cardiac) NN} N N N 3 N |- : 4
Intra-cardiac
Other (Specify)

Peripheral vessel NININTNT N [ 7 N N [N a1

Other (Specity) 1 T 1T

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the ransducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/P WD, BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure
Note 6 MicroPure 5 75&
Note 7 Precision [maging

Note 8 STIC (D?swn Sign ngﬁ)

Note 9 3D Color (Volume Color) Division ¢ Radiologl Safe
Note 10 STIC Color Office of In Vitro Diagnostic Device Evaluauon and Safety
Note 11 Elastography

Note 12 Fusion 510K V\ H O %.—] O

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
B-2
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™500(v2.0) TUS-AS500 Ultrasound System

System: __Aplio TUS-A500/A400/A300 v2.0
Transducer;__ PLT-1202S

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
. Specific B | M [PWD|CWD] Color [Combined| THI Dynamicj Power | CHI §} 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D | [Note|
*
Ophthalmic
Fetal .......
Abdominal
Intra-operative (Abdominal) N{N | N N 2 N N ) { 4,511

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specity) (1) |N | N | N N | 2 N N : 4511

iNeonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional){ N { N § N | N 2 N N _ 4,511

Musculo-skeletal (Superficial) |N | N | N N_ i 2 N |1 N 4,511
Intravascular ]
Other(Specifyy ¢+ ) ¢ | ]

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

fiPeripheral vessel ~ . NN} N N 2 N N 7 4.511.

Other (Specify)

N = new indication, P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD:; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging W
Note 8§ STIC
Note 9 3D Color (Volume Color) % 5 &

Note 10 STIC Color {Division Sign-Otf}
Note 11 Elastography Divisior/of Aadiological Davices d Safet
Note 12 Fusion Office of In Vitra Diagnostic Device Evaluation and Saleiy

Note 13 2D WMT \/'\\\O%—)O

510K
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™300(v2.0) TUS-A500 Ultrasound System

System: _Aplio TUS-A500/A400/A3060 v2.0
Transducer;___ PLT-1204BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application _|Modc of Operation o _
"""" " Specific B [ M JPWD|CWD| Color |Combincd] THI {Dynamic] Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
-
Ophthatmic
Fetal
Abdominal

Tnira-operative (Abdominal)

Intra-operative {(Neuro)

Laparoscopic

Pediatric -
Small Organ (Specify) (1) NINTN N 2 NI N TN T 456711
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

{iMusculo-skeletal
(Conventional) ¢y ¢ 4 b 0T

2 N N N 4,5,6.7.11

Musculo-skeletal (Superficial) [N { N ] N | N 2 | N N N | 156711

Intravascular

Other (Specify)

Cardiac Adult e
##Cardiac Ped.ia.lr.if:” T

jiIntravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify) o _
Peripheral vessel _ N|NI{N I N 2 | N. .N N 4,5,6,7,11
i Soeciin o doad A

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/FPWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure
Note 7 Precision Imaging 22‘4/
Note 8 STIC \-5

Off)

Note 9 3D Color (Volume Color) {Divisjon Sign-
Note 10 STIC Color Division of Aadiological Davices
Note 11 Elastography Office of In Vitro Diagnastic Device Evaluaton and Safety
Note 12 Fuston D;
Note 13 2D WMT 510K My 1o
Prescription Use Only (Per 2! CRF801.109)
B-18
COMPANY CONFIDENTIAL 510(k): Aplio TUS-A500/400/300 (V2.0)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
' Aplio™500(v2.0) TUS-A500 Ultrasound System

System: _Aplio TUS-AS00 v2.0
Transducer:__ PLT-1204BX

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific B | M [PWDICWD] Celor [Combined] THI {Dynamic{ Power | CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal
iiAbdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify) (1) NN N N 2 N N N _ 5,7

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
{Conventional)

Musculo-skeletal (Superficial) {N | N | N N 2 N N N 5.7

Intravascular

{Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel N N N N 2 N N N 5.7

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510{(k} of the transducer; K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M;, B/PWD; BDF/PWD, BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note § 3D Color (Volume Color)
Note 10 STIC Color o)
Note 11 Elastography Division y
Note 12 Fusion Office of In Vito Diagnestic

Note 13 2D WMT \/’\\\D%’lo

L. 510K
Preseription Use Only (Per 21 CRF801.109)

ion Sk_;n-o:-ﬂDWices
diological
e De\?ice Evaluation and Satety

B-19




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.0) TUS-A500 Ultrasound System

System: __Aplio TUS-AS500/A400/A300 v2.0
Transducer:_ PLT-1204MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation o
Specific B M [PWD{CWD| Color [Combined} THI Dynamicj Power | CHI | 4D | Other
{Tracks 3) Doppler ] (Specify) Flow 2D ‘I [Note|
*
Ophthalmic
Fetal
Abdominal

Intra-cperative (Abdominal)

[ntra-operative (Neuro)

Laparoscopic

Pediatric s
Small Organ (Specify)(1)  |{NjN | N N 2 N N N N 15,7.8.9.10
Neonatal Cephalic
Adult Cephalic

Trans-rectal

siTrans-vaginal

‘iTrans-urethral

{iTrans-esoph. (non-Card.)
{{Musculo-skeletal
(Conventional)

NiNIN N 2 N’ N N N 15.7.8.9.10

Musculo-skeletal (Superficial) | N { N | N { N 2 N N . N N §5.7,89.10

iintravascular

1{Other (Specify)

{iCardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-¢soph. (Cardiac)

Intra-cardiac
Other (Specify) 1
Peripheral vessel N{NI}|N { N 2 | N N N N 15,7.89.10

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI ‘
Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note § STIC ivision Sign-Off)
Note 9 3D Color (Volume Color) Drvisiah of Radiologicat Devices
Note 10 STIC Color Office af In Vitro Diagnestic Device Evaluation and Safety

Note 11 Elastography
Note 12 Fusion 510K N WOE1 O

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc, 510(k) Premarket Notification
Aplio™500(v2.0) TUS-A500 Ultrasound System

System: Aplio TUS-A500/A400/A300 v2.0

Transducer:__ PET-510MB

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation o o
Specifi(.:m B M ”i;WD CWD| Color {Combinedi THI {Dynamic| Power | CHI { 4D | Other
{Tracks 3) Doppler (Spe::ify) Flow 2D [Note]
Ophthalmic
Fetel
Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify) (.1“).“ |

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

{Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric 7

Intravascular (Cardiac)

Trans-esoph. (Cardiac) ' Ni{NjiN N N 3 N 4,13

Intra-cardiac

Other (Specify)

Peripheral vessel

i1Other {Specify)

N = new indication; P = previously cleared by FDA, E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M: B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure
Note 7 Precision Imaging 5
Note 8 STIC e S

Note ¢ 3D Color (Volume Color) : Dj\nsio:&[g:is.ac?ios;:)%?cgfnt)e‘vices
Note 10 STIC Color Office of In Vitro Diagnostic Device Evaluation and Safety
Note 11 Elastography o

Note 12 Fusion _ V\ WO 310

Note 13 2D WMT 510K

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: _Aplic TUS-A500/A400/A300 v2.0

Transducer; PC-20M

510(k) Premarket Notification
Aplio™3500(v2.0) TUS-AS500 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Specific
{Tracks 3)

B { M {PWD{CWD

(_.‘.o.l-o.r {Combined
Doppler | (Specify)
*

THI

Dynamic{ Power | CHI

Flow

D)

Other
{Note]

Ophthalmic

Fe_lal

Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

{|Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

‘Trans-urethral

‘Trans-gsoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal {Superficial)

Intravascular

1iOther (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K103643

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/f WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/P WD, BDF/PWD; BDF/MDF; BDF/MDF/PWDy; 2D/CWD;, BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)

COMPANY CONFIDENTIAL

MAR 2011

) {Divigion Sign-0O#)
Division of Radiological Devices

Office of in Viro Dfaqf\ostic Device Evaluation and Safety

510K

B-22
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.0) TUS-A500 Ultrasound System

System: _Aplio TUS-AS00/A400/A300 v2.0
Transducer:  PC-50M

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation . o RS .
Specific T B { M PWDICWD: Color |Combined] THI {Dynamic; Power | CHL{ 4D | Other
(Tracks 3) 3 Doppler | (Specify) Flow 2D [Note]
E ; *
[Ophthalmic =
:iFetal
:iAbdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

_!?_g:diatric

Small Organ (Specify) (1)

Neonatal Cephatic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
{(Conventional)

Musculo-skeletal (Superi'cml). 1

Intravascular

Other (Specifyy | {4

Cardiac Adult___ | R

Cardiac Pediatric N

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel N

Other (Specify) : . ]

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyreid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 20/CWD: BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging ZZ/
.

Note 8 STIC
Note 9 3D Color (Volume Color) {Ofvision Sign-Off)
Note 10 STIC Color Divisio/of Radiological Devices

Note 11 Elastography Office of in Vitro Diagnestic Device Evaluation and Sefaty

- Note 12 Fusion
Note 13 2D WMT E,QKETF\‘\_ 1010

Prescription Use Only (Per 21 CRF801.109)
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510(k) Premarket Notification

Toshiba America Medical Systems, Inc.
Aplio™ TUS-A500/300/200 (v2.0)

System: Aplio TUS-A500/A400/A300 v2.0
Transducer:__ PST-25BT

Intended Use: Diagnosti¢ ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation N ) 7
" Specific B | M [PWDICWD]| Color [Combined| THI |Dynamic] Power [CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D { [Note|
*
Ophthalmic
Abdominal o INIWINTN W 3 [N N TN [

Intra-operative (Abdominal
Intra-operative (Neuro)
Laparoscopic

Pediatric N{N|{N N | N 3 N N N
Small Organ (Specify) (1) . i

iNeonatal Cephalic N[N} N N N 3 N N N
Adult Cephalic N{Ni{N N N 3 N N N

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph, (non-Card.)

Musculo-skeletal {Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) 5 ) o
Cardiac Adult NN N|NT N ] 3 N | N N | N 4,13
Cardiac Pediatric N{N{N N N 3 N N | N N 4,13

Intravascutar {Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer; K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD, BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note § STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color : ion Sign-Off)
Note 11 Elastography Division of Radiological Devices
Note 12 Fusion Office of in Vitro Diagnostic Device Evatuation and Safety
Note 13 2D WMT '
s AANOF O
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0)

System: _Aplio TUS-AS00/A400/A300 v2.0

Transducer:__ PST-30BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation .
Specific B | M JPWDICWD| Color Combined! THI Dynamic| Power { CHI | 4D | Other
(Tracks 3) Doppler } (Specify) Flow 2D [Note]
E *
Ophthalmic |
j{Abdominal NiNININIJN 3 N N N bbb

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric _ NINININ N 3 N N N
Small Organ (Specify) (1)~ | {1 4 b o
Neonatal Cephalic N{N}:iN N N N N N
Adult Cephalic NiN;i N N N N N N

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascular 4 4 4 b b
Other (Specify) N e .

Cardiac Adult NINININ N 3k N AN 4N N 1A
Cardiac Pediatric ANIN NN N L3 N N LN N A1

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac
{Other (Specify)
1iPeripheral vessel

1i0ther (Specify)

N =new indication; P = previousiy cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle,

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDE/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDE/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC
Note 9 3D Color (Volume Color) é @
Note 10 STIC Color

X {Difision Sign-Off)
Note 11 Elastography Division &f Radiclogical Devices
Note 12 Fusion Office of In Vitro Diagnostic Device Evaluation and Safety

Note 13 2D WMT 1o }}_\ e 8——! O

Prescription Use Only (Per 21 CRF801.109)
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510(k) Premarket Notification

Toshiba America Medical Systems, Inc.
Aplioc™ TUS-A500/300/200 (v2.0)

System: Aplio TUS-AS500/A400/A300 v2.0
Transducer.__ PVT-375BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation o o
Specific B | M {PWDICWD/| Color [Combined| TH} ED}'namic Power |CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
] *
Ophthalmic 5 _ _ .
Fetal {NININ N 2 N N N - 5.7
Abdominal ININTN S D T T R N ESATHE

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic , e .
Pediatric Ni{N N N 2 N N N 5,712

Neonatal Cephalic
Adult Cephalic
Trans-rectal

Tran_s_-__v_a_ginal . _. .

Trans-urethral

Trans-esoph. (non-Card.) i N N

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial) |

Intravascular

Other {Specify)

Cardiac Adult

Cardiac Pediatric

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer; K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/P WD; BDF/PWD; BDF/MDF; BDF/MDF/PWD: 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision [maging

Note 8 STIC

Note 9 3D Color (Volume Color)
Note 10 STIC Color

' Off)
Radiological Devices

Note 11 Ela§togr aphy Cffice of In Vitro Diagnostic Davice Evaluation and Safety
Note 12 Fusion i
Note 13 2D WMT S10K y’\\\ 0% 10
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: __Aplio TUS-AS500/A400/A300 v2.0
*" Transducer:__ PVT-375MV 4

510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0}

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Ctinical Application Mode of Operation _ e
Specific B | M |PWDI{CWD| Color {Combined] THI |Dynamici{ Power { CHI } 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*

Ophthalmic _ o
Fetal N{N| N N N N | N | N 5,7.89,10
Abdominal NiN]N N N N N N {5.7.89,10
[ntra-operative (Abdominal)
Intra-operative (Neuro)
Laparascopic 3 -
Pediatric N{N| N N 2 N N N N |5.7.89.10

Small Organ (Specity) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans—\_'a__g i__nal

Trang-urethral

Trans-esoph. (non-C;fa.)

Musculo-skeletal
(Conventional)

1[Musculo-skeletal (éuperﬁciai)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardi.ac_)_ 5

Trans-esoph. (Cardiac)

[ntra-cardiac

Other (Specify) N

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDE/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

<P, 55/

ion Sign-Ot)
Radiological Devices

Note 4 TD1

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Celor (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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510(k) Premarket Notification

Toshiba America Medical Systems, Inc.
Aplio™ TUS-A500/300/200 (v2.0)

System: Aplio TUS-A500/A400/A300 v2.0
Transducer;__ PVT-382BT

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation
Specific B | M {PWDICWD! Color [Combined| THI nynnmic Power | CHI | 4D | Other
{Tracks 3) ] Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic N ) ) - —
Fetal NiN§N N 42 Ni{ N LN 4 57
Abdominal N{NJ]N N 2 N N N 5,7

Intra-operative (Abdominal)

Intra-operative (Neuro})

Pediatric o _ N|NiN: N 2 N N N 57
Small Organ (Specify) (1)
[Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-¢a;d.)

Musculo-skeletal (Convention.#l)'

Musculo-skeletal (Superficial)

[ntravascular _

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular _(C_a__rdjac}

Trans-esoph, (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/AWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD: BDF/CWD
Note 4 TDI

Nete 5 ApliPure

Note & MicroPure
Note 7 Precision Imaging % é
Note 8§ STIC

Note 9 3D Color (Volume Color) Divisi ;Di".ﬂfggi?g?grnmw ces
ivisio
Note 10 STIC Color Office of I Vitro Diagnostic Device Evaluation and Safety
Note 11 Elastography :
Note 12 Fusi ]A

Note 13 2D WMT
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: _Aplio TUS-A500/A400/A300 v2.0

Transducer:___ PVT-3182MV

510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation o
Specific B 1M JPWDICWD] Color |Combined| THI Dynamic] Power |CHI | 4D | Other
(Tracks 3) Doppler § (Specify) Flow 2D [Note|
*
Ophthalmic
Fetal NiN{N N 2 N N N N | 579
Abdominal o NiN{N N 2 N N N N 5,79
Intra-operative (Abdominal)
Intra-operative (Neuro)
Laparoscopic . e
Pediatric N|N]|N N 2 N ] N N N | 5,79

Smal! Organ (Specify) (1)

[Neonatal Cephalic

Adult Cephalic

{[Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)

Museulo_-sk_elelal (Su_perﬁcial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pedia_tﬁc .

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer; K103645

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/P WD, BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF$01.109)
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Toshiba America Medical Systems, Inc.

System: Aplio TUS-AS00/A400/A300 v2.0

Transducer:_ PVT-661VT

510(k) Premarket Notification

[ntended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Aplio™ TUS-A500/300/200 (v2.0)

Clinical Application

_{Mode of Operation

Specific
(Tracks 3)

B

M

PWD]CWD

Color
Doppler

Combined
(Specify)
*

THI

liynan.iic
Flow

Power

CHI
D

4D

Other

[Note]

Ophthalmic

Fetal

Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Spec.:l;f.'y.).(.]) .

[Neonatal Cephalic

Aduit Cephalic

Trans-rectal

4,5,7.11

Trans-vaginal

4.5,7.11

Trans-urethral

Trans-esoph. (noﬁ_:C_ard‘) .

Musculo-skeletal (Conventional).

Musculo-skeletal {Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

[ntravascular {Cardiac)

Trans-esoph. {Cardiac)

[ntra-cardiac

Other {Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 310(k) of the transducer: K103645

Note 1 Small organ includes thyroid. breast and testicle.
Note 2 Combined mede includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDFPWD
Note 3 Cembined moede includes B/M; B/PWD; BDF/PWD; BDF/MDF, BDF/MDF/PWD; 2D/CWD; BDE/CWD

", s

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0)

System: Aplio TUS-AS00/A400/A300 v2.0
Transducer;__ PVT-674BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Specific B | M [PWD|CWD] Color |[Combined| THI |[Dynamic] Power | CHI | 4D | Other
(Tracks 3) Doppler § (Specify) Flow D |Note]
*
Ophthalmic % T
Fetal MEEEER N 2 NI~ | N 5.7
Abdominal N[N N N 2 i N N N 5.7

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric N|N]|N N | 2 |N| N | N 57

Small Organ (Specify) (1)

Neonatal Cephalic

Adulit Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

‘Trans-esoph. (non-Card.j

Musculo-skeletal
(Conventional)

i|Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

[ntra-cardiac
Other (Specify)
Peripheral vessel
Other {Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix
Previous 510(k) of the transducer; K103645

Note | Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF: BDF/MDF/PWD

Note 3 Combined mede includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure
Note 6 MicroPure
Note 7 Precision Imaging

Note 8 STIC

Note 9 3D Color (Volume Color) D

Note 10 STIC Color Dwasics of Fadiological Devices

Note 11 Elastography S0 wirs iagnostic Device Eveluation and Safety

ot 132D Wher L ABKN0

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™ TUS-A500/300/200 (v2.0)

System: __Aplio TUS-A500/A400/A300 v2.0
Transducer;__ PVT-675MV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- Clinical Application {Mode of Operation _ S
Specific 1B {M [PWDICWD] Color |Combined| THI {Dynamic| Power } CHl | 4D | Other
(Tracks 3) Doppler { (Specify) Flow 2D [Note|
*
Ophthalmic " R S R |
Fetal ‘ _ N|{N|N N 2 N | N N N 157.8,9.10

Abdominal N{N| N N 2 N N | N N 15.789.10
Intra-operative {Abdominal) 1

Intra-operative (Neuro)

Laparoscopic

Pediatric B NIN|IN] | N 2 N] N | N N 15.789,10
Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (no:‘i;Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superﬁcial)

Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Other (Specify)
Peripheral vessel
Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k} of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure
Note 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC % : 5 /
Note 9 3D Color (Volume Color) £

Note 10 STIC Color (DigSion Sign-Off)
Note I Elastography Division gl Radiological Devices
Note 12 Fusion Office of In Vitro Diagnostic Device Evaluation and Safety
Note 13 2D WMT

sk AN OF 10
Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: _Aplio TUS-A500/A400/A300 v2.0

Transducer:

— PVT-68IMV

510(k) Premarket Notification
Aplio™500(v2.0)TUS-A500 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Specific
{Tracks 3)

B 3

M [PWD

CWD

Color
Doppler

Combined
(Specify)
*

THI {Dynamie

Flow

Power

|cHI | 4D

D

Other
[Note]

Ophthalmic

Fetal

Abdominal

Intra-operative (Abdominal)

Intra-operative (Neuro)

|aparoscopic

Pediatric

Small Organ (Specify) (1)

INeonatal Cephalic

Adult Cephalic

Trans-rectal

457911

Trans-vaginal

4.5,7.9.11

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
{Conventional)

Musculo-skeletal (_S_t_lpéy_ﬁ_cial)

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel

1iOther (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Nole 6 MicroPure

Note 7 Precision Imaging
Note 8 STIC

Note 9 3D Color (Volume Color)

Note 10 STIC Color
Note 1 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc.

System: _Aplio TUS-A500/A400/A300 v2.0

Transducer:__ PLT-712BT

510(k) Premarket Notification
Aplio™500(v2.0)TUS-A500 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Neonatal Cephalic

Clinical Application Mode of Operation _ _
. Specific B | M {PWDI{CWD| Color [Combined| THI |Dynamic] Power | CHI | 4D | Other
(Tracks 3) _ Doppler (Spe*cify) Flow 2D [Note]
Ophthalmic
{lAbdominal NIN|N N 2 N N N 5,7
l{Intra-operative (Abdominal)
Intra-operative (Neuro)
Laparoscopic _
Pediatric NIN|N N 2 N | N N 57
Smalt Organ (Specify) (1) _ _ _
NIN|{N N 2 N N N 5,7

Adult Cephalic

Trans-rectal

Trans-vaginal

{|Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify)

Cardiac Adult

Intravascular {Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Other {Specify)

Peripheral vessel

Other (Specify)

Note 1 Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD

Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging
Note § STIC

Note 9 3D Color (Volume Color)

Note 1¢ STIC Color
Note 11 Elastography
Note 12 Fusion

Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)

COMPANY CONFIDENTIAL

MAR 2011

N = new indication; P= previou.sl.y.o.:leared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.0) TUS-A500 Ultrasound System

System: _Aplio TUS-A500/A400/A300 v2.0
Transducer:___ PLT-745BTV

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMode of Operation
Speciﬁc B | M [PWD|CWD| Color |Combined} THi |Dynamic{ Power { CHI | 4D | Other
(Tracks 3) Doppler | (Specify) Flow 2D [Note]
*
Ophthalmic
Fetal » 5
Abdominal N|N]|N TN 2 N ] N N 5,1
Intra-operative { Abdominal) N{I{N| N N 2 N N N 5,7
Intra-opetative (Neuro)
Laparoscopic
Pediatric

Small Organ (Specify) (1)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {(non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other {Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph, (Cardiac) =~

[ntra-cardiac

Other (Specify)

Peripheral vessel

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K103645

Note | Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF. BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC

Note 3 3D Color (Volume Color) é
Note 10 STIC Color v A
(Diglsion Sign-Off)

Division ¢t Radiotogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

sox ALOE O

Note 11 Elastography
Note 12 Fusion
Note 13 2D WMT

Prescription Use Only (Per 21 CRF801.109)
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Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™S500(v2.0) TUS-A500 Ultrasound System

Systen: _Aplio TUS-A500/A400/A300 v2.0
Transducer:___ PLT-T045BT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Maode of Operation B _ }
Specific B | M [PWD]CWD]| Color |Combined] THI [Dynamic] Power | CHL | 4D | Other
{Tracks 3) Doppler | (Specify) Flow 2D 1 [Note]
*
Ophthalmic
i[Fetal
Abdominal

-

Intra-operative (Abdominal)

Intra-operative (Neuro)

Laparoscopic

Pediatric _
Small Organ (Specify) (1) N|JNJ{| N _ N 2 N N N _ 5.7
INeonatal Cephalic ]

Adult Cephalic
Trans-rectal

Trans-_v'c_lginal

Trans-urethral

{|Trans-esoph. (non-Cafd.)

Musculo-.?keletal NINT N N 2 N N N 5.7
(Conventional) ~ :
{Musculo-skeletal (Superficial) | N | N | N N 2 N N N 5.7

Intravascular

Other (Specify)

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Other (Specify)

Peripheral vessel _ N|N|{N N 2 N N N 2

Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDEF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC
Note 9 3D Color (Velume Color) ) 5

Note 10 STIC Color (Di\;ig(on Sign-Off)
Note 11 Elastography Division ofRadivlogical Devices
Note 12 Fusion Office of in Vitro Diagnostic Device Evaluation and Safety

Note 13 2D WMT V\HD%WQ

Prescription Use Only (Per 21 CRF801.109}

COMPANY CONFIDENTIAL 510(k): Aplio TUS-A500/400/300 (V2.0)
MAR 2011 Page 178 of 3030




Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Aplio™3500(v2.0) TUS-A500 Ultrascund System

System: __Aplio TUS-AS00/A400/A300 v2.0
Transducer:__ PLT-805AT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific .B M PWD{CWD{ Color [Combined] THI nynamic Power | CHI | 4D | Other
(Tracks 3) Doppler  (Specify) Flow 2D [Note]
*
Ophthalmte
Fetal
Abdominal

Int_r_a—operanve {Neuro)

Laparoscopic

Pediatric

Small Organ (Specify) (1) N|{NIN N 2 N N N 1 5.6,7,11

iNeonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)] N I N § N N 2 N N N 3,6,7,11

Musculo-skeletal (Superficial) NN} N N 2 N N N 5.6,7.11

Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric

{{Intravascular (Cardiac}

Trans-esoph. (Cardiac)

Intra-cardiac

Other (Specify) ] o
Peripheral vessel NINIJN | N 2 I N N N 1 5,6,_7,] 1
Other (Specify) ]

N = new indication; P = previously cleared by FDA; E = added under this appendix
Previous 510(k) of the transducer: K103645

Note 1 Small organ includes thyroid, breast and testicle.

Note 2 Combined mode includes B/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Note 3 Combined mode includes B/M; B/PWD; BDF/PWD: BDF/MDF; BDF/MDF/PWD; 2D/CWD; BDF/CWD
Note 4 TDI

Note 5 ApliPure

Note 6 MicroPure

Note 7 Precision Imaging

Note 8 STIC . ; : E]
Note 9 3D Color (Volume Color) % 5 /
Note 10 STIC Color

Note 11 Ela§tograph_v D,wspnﬁggéggﬁmomes
Note 12 Fusion Office of In Vitro Diegnostic Devica Evaluation and Safety
Note 13 2D WMT
o JANOE IO
Prescription Use Only (Per 21 CRF801.109)
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